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This is in response to the appeal brief filed 11/15/2004. 
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(1) Rea I Party in Interest 

A statement identifying the real party in interest is contained in the brief. 

(2) Related Appea Is and Interferences 

A statement identifying the related appeals and interferences which will directly 
affect or be directly affected by or have a bearing on the decision in the pending appeal 
is contained in the brief. 

(3) Status of Claims 

The statement of the status of the claims contained in the brief is correct. 

(4) Status of Amendments After Final 

The appellant's statement of the statiis of amendments after final rejection 
contained in the brief is correct. 

(5) Summary of Invention 

The summary of invention contained in the brief is correct. 

(6) Issues 

The appellant' s statement of the issues in the brief is correct. 
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(7) Grouping of Claims 

The rejection of claims 13-28 stand or fall together because appellant's brief does 
not include a statement that this grouping of claims does not stand or fall together and 
reasons in support thereof. See 37 CFR 1.192(c)(7). 

(8) Claims Appea led 

The copy of the appealed claims contained in the Appendix to the brief is correct. 

(9) Prior Art of Record 

Ghaffari, American Journal of Physiology, 276(3, pt 1), L398-L404, 1999. 

Cong, American Journal of Physiology, 275(2, pt. 1), L239-L246, 1998. 

Xu, Xiao-Chun, Journal of the National Cancer Institute, vol 89(9), 624-629, 1997. 

Wu, The EMBO Journal, vol 16(7), 1656-1669, 1997. 

Song, Proc Nati Acad Sci, vol 91, 10809-10813, 1994. 

Yu, Respiration Physiology, vol 79, 101-110, 1990. 

(10) Grounds of Rejection 

Claims 13-28 are rejected under 35 U.S.C. 112, first paragraph and 102(b). This 
rejection is set forth in a prior Office Action, mailed on 2/17/2004. 
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• . • CUtim Rejectwft^ r 35 U$€ § 112 

■ Ti\o sptHTii^ca^^ shfili<:6jnLtaii\a wrjrten:4^ ^^l"^*^ ^ 

tOTm^ a5 to enable my person skilled m the art.to. which it pertains, or ^vith; 

:: ^hi?:feat 


2/ Ck!ms;i3^28 rent^^^^^^ u.nder35USC 11Zfimparag)raph.a$f^^^^ 

comply with, the vvTittext tie^iptian r^uirement As pmwusly stated, the elainXs) . 
c<yft tai s u bject: jfttat fter which was not de$fcribed: in tlie specLffcation in suck a ^\^y as to 
. T^s:03.iably convey to one skilled in the relevant art that the inventor^s), at the time Jhe 
applkaticm w^j& fiied/l^d p<^5ie«5ion of the claimed invention. The claims do mt meet 
the requirements for adequate written d<*$criptt(;>n of the claimed inv^^nrtori the 
scope of the claims is unknown due to the structure liitutitions not being s^pecif Icatliy • 
disclosed. There i$ no description of the identifying characl^r i&tic& for re<;ogmzing Jhat 
a candidate coriipound antagOAl^ses and has specific RAR modtiiating activity 
and such antagonist Is not specific to at feast one other KAk receptor subtype. There 
iare no striictttral chiirscieris^^^ 
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: :#ouId conclui^e: ih^i the: inveriirprs were: ;not in : possession: of tim diirfted iny ention.i ;tM 
: daim:foii5to:<;pmpl^^^ 

: : :;:;: : : : : i^^ 

: purpose:^$;t0;'put:in;:t^le: 
^ Jo wev«f if the speeiScation is not clear as ; to vvha:l: is the scope of the imtani inventidiii : 
::tii^n the inv-ieMon is 

: ; adeqtiate w ri i t -en: descii ption of wha t coinp!:>iaid 4o or do not f li withistt the ix>unds of : ; : : 
: 13;areth« comptmt}d5/mf?t:^^^ 

d«>es not have witten description to how to make* compoui'tds that fit within tlxe 
instant piiranieters out&ide tl\^ compounds^ of the parent patent : 


Cbim^> 13*28 remain reiected under dS US.C- 112^ fust paragraph, as containing 
^XJbj^Ct mttler which wm not d e^ribed: in the specification in such a w« y : as to enable : : : 
Ofies^kilted:in:the art:t 

make md/m use the mvention.: : As stated previously, the claimed invention i5 drawn ■ 
to compmition^ that h^v« RAR& ^nt^gonisit having $p^lc RAR modtil^tmg acUvi^' I 
: £ind:2;methcKS:oftr^^^ 

are enabled by the instant specification ha ve already -been patented . fio other 
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comppunds haye been su^«$ted 6r esiiabJed by the Instartt sf^dficatioh. It 15 not seen . 

I : ; : In v^snd oh : vs?ithout lu ttdue 

Ther*; an? rmny factory to be comider ed when determining :Whether there is 

: The<te factors hK^lade 1) the Itfeadth of the clsiins, 2) the nature of the invention, 3).the : 
: state of the pnor art; 4) the Je^ 
the^art, 6} dte ^n^ount of direcdon provided by dte inventor^ 7) the existence of working 

based on the cohteint of th^ disclosure, inj^ Wands, S58 F2d 731, 737, S VSPQZd 1400, > 

1) The breadth of the cialtns^'^^ 

compounds thai ihave R antagonbi having specific RAR modulating activity- 
3):The state of the prior ^rt - The prior ^rt h^s sp^ific co^npound^ tiiat have ^tilitf as 
RAR o£^ and y antagonist g^cUvife ei&er speciBcaliy or generally to the RAR a, and 
Y. ; Howev€^r, the prior 

hm certain activity. The prior art do&s not .^p^dfy; an activity and then searches any and 
Ml known and i^nl^novvn co.mpnund$ t<? ! 
: S) llie ieyei of ptedictabaity m 
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the Ipredictabilit^ 

ant3gom$tactivityv /Hifi^^ k no guidiance ^as to where to go from the ^peci^sc ccanpound > 

ritethckl of testing, itot 5 ditectipn 
^ llse existsnce of work! 

specLficatioa Thej^earenooirt^rv^orW 

;8) The qtJianfity of experimentation n^^ed to mak«: or m^. the invention b^sed on ih^ 

content of the disclmute: Ths^ amount of experimentadon needed to make/ use the • 

imfei^t invention la^^^ 

cotnpouti^ can beshowntoeiti^ 

not prcjv'ide a direction to which t^^^ 

a^^>^anlJ^iH known ^ndunknotvn compounds. . . 

. Taking the ^bove f ^"te^r^ hito consideration, tt 5^ not seen wltere She instant 
speciScatJo^ edablW th^ 
yndtie'expehtneEnbtion; 

: cpittppunds of the : pa rent j^tent; with : respect to any worldng examples, : One skilled : in 
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the.: art: iWOuM- f iTn?i: ihave :tt> di^ehiiine; xhi* activ ifjr of : the:reeeipti>x :iD : or«fer : to ;«ft*vdbp ; the 
lK>eta:admiiitstet^ni to^t^^^ 

have able to practice the steps required; by the dauneii jnveJi]ttion. 

ApphcajE^t argues^ thiat the Wands factors 
relev^\€:e to tlrm fecfe.: 'Fhe Wands f itctors illustrate the facte. : Due to this, thej^ are : : : ; : 
relevant to tM imtmt m^mmttt : Takixig ail of the above facts mto coBsideration; it : : 
not seen wher« the imtant specif ication ertahles the otdtnary ^rti^an to make arid usie 
the lfi$Unt invention. 


Clmm Rejectiam'^ 35 use §102 
4. : The foHpwmg is a qu<5tation of the appropriate paragraphs of 35 US.C Wl that 
iomx the basis lot the rej^bi^«^ under tl^ section made in this Of See action: ^ ; ^ ^ ^ : ^ x 
: A fKJTSon dssll be entiSed ts> a patoat ^ 

: : : sis© or- wi in iMs ccfMntfy * than oRt? j'fia r pmsr m the daie cf app^ksbcn fiar jsi3^tent in the: trttstcd 
: :Sjatefi. :-: : : : : : : : : :■:::■;■:■:■:■:■:■:•:■:•:■: :■:::•: ;■:•: : :■:::■> 
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;:5^:;:-:|:|:::TilE(&;re|ecti^ 

: affects the luRg;: Gong; discloses :RAR iTniiwiuIatipn In its role in tKe ideyei^ppntent of: the > : : > : 
lung, Xu dkclose^ rsfiEodal^tion 6f 'RAR for Itxsng prbbfem^. Wu ^xs^Ipb^ RAR 
: mddulMioifi in iisjR^ 

to th^ lung^/ TThese ajl te^h RAR modulation arid lung tissiies. These compound^ 

A;ppifcajFil argues th# instant claijm ixm not drawn ttst lung ttesue Ho we v^r^ : : ; : 
the imtJi.m i:\mfm (13-^).ar«? dtawn to the tireatment or .previentimvo^ alyedlar 
d i3$tnjjctiorL The : alveolar is: m lung f issuer.: :The; instant claimvS (claims: 21-28) ajre drawn : : 
to the increase of thcvg^^^-^chsng^ s«T^^ Thi^ occttT$ In 

hmg. tissue. The cit«d prior art. deals, with J^AR modulatioo^.thafc affecte lung tl^$t«e$; . : 
: All of these inherently :€!T«:<>rnpass the: :in5tant claiim, : ■ Fhe prior art teaehes a mi^thod for 
trebling the ^me fiml condidotits a$ b imimHy claimed^ Diie to dtfe, tiie prior art 

(11) Response to Argument 

1) Applicant's argue that the assertion that the disclosure is insufficient and not enabUng 
to a person of ordinary skill in the art can be enabled by describing the physical or 
biological properties of a class of compounds which are used in a claimed method. 
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It is the Examiner's position that the class of compounds to be used in the instantly 
claimed method is urxknown to the ordinary artisan. For a class of compounds to be 
known by a person of ordinary skill, the class of compounds must be well known 
within the art. Within the instantly claimed invention, the class of compounds that have 
capabilities such as being RARp antagonist having specific RAR modulating activity 
that is not specific to RARa and RARy, is not known to the ordinary artisan. 

2) Applicant's argue that the law is well established for a new and unobvious use for an 
old composition is patentable. 

It is the Examiner's position that the use of old compositions for a new and unobvious use 
is patentable. However, the use of an old composition to treat the same disease or 
condition that was taught by the prior art is not patentable. The only thing novel is the 
knowledge of the path taken and not the composition nor the end disease/ condition 
treated. The use of aspirin to treat a headache does not become patentable because it is 
discovered that the physiological path taken to treat the headache with aspirin is by 
antagonizing a specific receptor. 

3) Applicant's argue that the instant specification teaches that the synthesis of candidate 
compounds having specific RAR modulating activity is well known in the art. 

It is the Examiner's position that the instant specification on pages 12-13 teach that RAR 
ligands having activity are disclosed in other US Patents and the construction of 
combinatorial Ubraries of compounds suitable for screening is commonplace. However, 
the specification does not teach what compounds or class of compounds should be put 
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into the construction of these combinatorial libraries. These Ubraries do not currently 
exist. Applicant has stated that these libraries for screening need to be constructed (page 
13 lines 5-6 of the instant specification). 

4) Applicant's argue that the term "specific RAR modulating activity"' is defined on page 
5 lines 17-24. 

It is the Examiner's position that the definition of "specific RAR modulating activity" has 
been defined as having specific receptor activities and has not been defined as a class of 
compounds. This shows that the class of compounds encompassed by the instant 
method claims is unknown and can only be discovered by trial and error of testing any 
and all known and newly discovered compounds. 

5) Applicant's argue that determining whether or not a compound has the activity that is 
encompassed by the instant claims is routine screening. 

It is the Examiner's position that the assay needed to determine if a candidate compound 
has the instantly claimed activity is routine and within the skill of the ordinary artisan. 
However, the determination of what compound to test is outside the skill of the 
ordinary artisan. So, to determine if any one compound is covered by the instant 
method claims, the ordinary artisan would have to test that compound. One compound 
at a time, in a hit or miss assay without the benefit of a class of compounds to choose 
from other than the class of all known and future unknown compounds. 

6) Applicant's argue that there are numerous structures of broad scope and the numerous 
specific examples of the patents incorporated by reference the instant specification 
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teaches a large number of compounds usable in the present invention or suitable for 
undergoing the routine assays for specific RAR modulating activity and for specific or 
selective RARp antagonist activity. 

However, it is the Examiner's position that this incorporation by reference of the large 
scope of compounds only shows that applicant doesn't know what compounds would 
or would not fit within the scope of the instant claims 13-28 without first testing these 
compounds. This is a hunting license for activity and not a disclosure of a known and 
enabled invention. Discoveries of how a receptor relates to a disease/ condition is not 
patentable while the invention of a class of compounds that modulates a receptor to 
effect a disease/ condition is patentable. Applicant has discovered how RAR receptor 
relates to the condition of alveolar destruction but appUcant has not determined what 
class of compounds fits this activity without first testing any and all known and 
unknown compounds. 

7) Applicant's argue that the claims are broad but the nature of the invention is 
commensurately broad in that the applicant discovered that antagonists of RARp 
retinoid receptors which do not have significant RXR modulating activity, and 
preferably have no RARa nor RARy modulating activity, are suitable to be used for 
curing or preventing certain lung diseases or deficiencies in mammals. 
It is the Examiner's position that the claims and the nature of the invention are broad, as 
applicant admits. The instant claims are not drawn to curing or preventing lung 
diseases or deficiencies in mammals. The claims are drawn to a method for treatment or 
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prevention of alveolar destruction. This does not undue any alveolar destruction that 
has already occurred (cure). 

8) Applicant's argue that it is within the skill of the ordinary artisan to screen compounds 
for activity. 

It is the Examiner's position that it is within the skill of the ordinary artisan to screen 
compounds for activity but it is not within the skill of the ordinary artisan to choose the 
compounds that should be put through these screening assays when there is no 
teaching from the specification on how to choose a particular compound to put through 
these screening assays. 

9) Applicant's argue that there are known compounds that modulate retinoid receptors 
and that these compounds would be likely to be screened for the instant activity. 
However, it is the Examiner's position that these compounds being know for having 
retinoid receptor modulating activity are already known for having the ability to treat 
alveolar destruction (see the above rejection of the instant claims under 35 USC 102(b) 
for a sample of these known compounds). These compounds are known for treating 
alveolar destruction and constitute a patentability bar for the instant claims. This is the 
reason for the current rejection of the instant claims under 35 USC 102(b) because the 
instant claims inherently read on the prior art. Compounds having the ability to treat 
alveolar destruction and having the abiUty to modulate RAR activity. If these 
compounds were screened by the ordinary skilled artisans, would be found to have 
RARp antagonist activity not specific to RARa or RARy. 
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10) Applicant's argue that the instant specification teaches what medical conditions 
would be treatable by the instant method claims. 

However, it is the Examiner's position that while some conditions that can be treated by 
the instant methods have been disclosed, appUcants have not disclosed what are all the 
conditions that are treatable by the instant method claims. 

11) Applicant's argue that anticipatory disclosure must disclose each and every limitation 
of the anticipated patent claim and the instant rejection of claims under 35 USC 102(b) 
does not anticipate all the limitations of the instant claims. 

However, it is the Examiner's position that the references used in the 35 USC 102(b) 
rejection meet all the limitations of the instant claims inherently. The prior art used 
teaches the use of their disclosed compounds to treat alveolar destruction or the 
increase of gas-exchange surface area by modulating the retinoid receptors. This is the 
same activity as is claimed by the instant claims. The prior art used does not specifically 
state what RARa or RARy do or do not have to do with the activity disclosed in their 
art. The prior art teaches that the retinoid receptor is modulated and the outcome is the 
treatment of alveolar destruction and/ or the increase of gas-exchange surface area. If 
the start and the end are the same, then the middle (RARa or RARy activity) is 
inherently covered in the absence of a showing to the opposite. 

12) Applicant's argue that there is a significant difference between just being a "retinoid" 
modulator and being selective to RAR receptors and further being selective to RARp 
and not RARa nor RARy. 
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It is the Examiner's position that this is true. However, if the start (i.e. the main retinoid 
activity) and the end (i.e. the treatment of alveolar destruction) is the same, then the 
other aspects (i.e. RARa or RARy activity) is inherently present in the compounds in the 
absence of a showing that the RARa or RARy activity is not the same as instantiy 
claimed. 

13) Applicant's argue that there is a need for drugs that have the instantly claimed 
activity. 

It is the Examiner's position that there are currentiy drugs available that have this activity 
(see the 102(b) rejection). 

14) Applicant's argue that the drugs should be administered as an inhalant 

It is the Examiner's position that the administration of known drugs as an inhalant is 
known in the art 

For the above reasons, it is believed that the rejections should be sustained. 
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Respectfully submitted, 

^^^^(^'^IfaS^'r^^^aman 
Primary Examiner 
Art Unit 1625 


dms 

March 16, 2005 
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